REMARKS 



Claims 1-3, 6, 7, 13-i8 and 20 were canceled. Claims 4, 5, 8-12, 19 and 2i-50 are 
pending. Claims 19 and 21-33 were withdrawn. Claims 4, 5, 8-12, and 34-50 have been 
rejected. 

I. Claim Rejections. 

In the Office Action mailed October 27, 2009, the Examiner rejected the claims on the 
following grounds; 1) Claims 5, 34-50 were rejected under 35 U.S.C, §1 12, first paragraph 
"because the specification, while being enabling for benzoyl peroxide (BPO) particles of less 
than 50 microns as claimed by claim 4, does not reasonably provide enablement for any other 
active ingredient having particle size between 10-150 microns as claimed by claim 5, op to 300 
microns as claimed by claim 34 or less than 50 microns as claimed by chitm 35"; and 2) ("laims 
4, 5, 8-12, 34-50 are rejected under 35 U.S.C. §112, second paragraph "as being indefmite for 
falling to particularly point out and distinctly claim tlte subject matter which applicant regard.s as 
tlte invention." Applicant respectfully traverses these rejections and requests reconsideration for 
tlie reasons stated below. 

I. 35 U,S,C, §1 12, first paragraph. 

The Examiner argues that "the specification, while being enabling for benzoyl peroxide 
(BPO) particles of less than 50 microns as claimed by claim 4, does not reasonably provide 
enablement for any other acti ve ingredient having particle siixe between 10-150 microns as 
claimed by claim 5, up to 300 microns as claimed by claim 34 or less than 50 microns as claimed 

by claim 35. The specification does not enable any person skilled in the art to which it pertains, 
or with which it is most neatly connected, to practice the inveiuion commensuraie in scope with 
these claims." Office Acfiofi, page 3. The Examiner asserts that after consideration of the In re 
Wands factors, "it is the examiner's position tliat one skilled in tlie art could not practice the 
invention without undue experimentation." Id. 

Applicatrt respectfully traverses the Examiner's arguments. The MPEP states: 

The enablement requirement refers to the requirement of 35 O.S.C. 1 12, first 
paragraph that the specificatitm describe how to make and hoxv to use the 
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invention. The invention ihat one skiDed ir the ;iu must be enabled to make and 
use is that defmed by the chiinK^) o!"?hc pur^^cuiai^ apphc^Uon ot p;iteTU. The 
puq)ose of the requirement that the spccititaium d«,-Siiibc the invention m sueh 
terms that one skilled in die art can make and use the claimed in\entioi-! ls to 
ensure ih^u ihe in\enttcni is coninmnicated to the interested ptiblie in a nieaning&i 
w uy. ! he information contained in the disclosure of an application must be 
sufficient to uifonn duise skilled in the relevant art how to both make and use the 
claimed invention. 

MPEP §2164, 

Given the disclosures of dermatologicaliy active ingredients and particle size ranges in 
Applicant's specification, one of ordinal^ ski!! in the art would be enabled to make and practice 
die claimed compositions with any insoluble derraatoIogicaUy active ingredient in the fttll range 
of particle sizes described in the claims. A declaration by Dr. Eugene 11. Gans (attached as 
Exhibit 1 to Request for Reconsideration dated April 7, 2010), an inventor of the present 
application and one of ordinary skill in the art, demonstrates that the disclosures in the 
specification enable one of ordinary skill in the art to raake and use the ciaiined invention, 

A. Disclosures Concernmg 1 itsolubk Dermatologicaily Active Ingredients. 

hisoluble, derniatoiogicaliy active ingredients described in Applicant's specification are 
known in the art. As Dr. Gans states, "Persons skilled in the art of dermatologic formulations are 
highly familiar with Insoluble, derraatologicaily active ingredients. These ingredients have been 
widely used for decades (in some cases, almost a century). The selection, preparation and use of 
these ingredients is part of the essential repertoire of any person skilled in the art of dermatologic 
formulations." Gans Declaration, at f 7, Applicant's specification provides "f sleveral examples 
of insoluble dennatologically active ingredients" including at paragraph 16, "zinc oxide, iron 
ED TA, magnesium peroxide, minocycline, hydrocortisone, BPO and sulfur." Gans Declaration 
at fif 8, 9. "More such ingredients are described in stand£ird dermatoiogicai references." Gans 
Dec laration, % 8. See Exhibit A to Declaration of Eugene H. Gans, Ph.D. (references to various 
insotiibte dermatologically active ingredienis). For example, "hi Hanj's- Cosmeticolog}-, 
colloidal kaolin (pp. 107-108; 116-1 17), zinc oxide (pp. 107; 331), talcum powder (p. 249), 
colloidal calamine (p. 331), are disclosed as insoluble demiatologically active ingredients." 
Gans Declaialion, at 1[ 10. BPO is but one example of an insoluble dermatologically active 
ingredient 
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As Dr. Gans states, "The physical and cheniical properties of insoluble dermatoiogicaOy 
active ingredients are well known to one skilled in this art. Their stability, their reactivity witb 
other ingredients, their biochemical effects, md a host of other properties are well knowo or 
readily available to persons skilled in this art. Thus, it is well within tire knowledge and skill of 
one skilled in this art to make dermatologic formiiiaiions widi insoluble dermatologic 
ingredients." Gans Declaration, at f 12. One of ordinaiy skill in the art would readily practice 
the claimed invention using any insoluble dermalologicaUy active ingredient without undue 
experimentation, given that persons skilled in the art aie highly familiar widi inso!nb!e 
dermatologically active ingredients, and their properties. As Dr. Gans points oat, "This base of 
well-established and widely shared knowledge, taken together with the disclosures found in the 
application, would make it a routine irmtter for one skilled in the deniiatologic ait to practice the 
claimed iiiveniioii using any. insoluble dermatologically active ingredient/' Gans Declaration, at 
f 13 (emphasis added), 

B. Disclosures C'oncerning Farticle Sixe. 

Just as persons skilled in the art ai-e highly taniiiiar with insoluble, dermatologically 
active ingredients, ''[p]ersons skilled in the art of dennatologic formulations are highly familiar 
with using particles of various sizes in topical formulations." Gans Declaration, at 1 14. As Dr. 
Gans states, "The techniques for obtaining and controlling panicle size in this context have been 
kttown tor decades to persons skilled m this art. I hese techniques include milling and grinding, 
\\ 1.11 a*' a \ arm\ of sTe\ me and washing techniques Gans Declaration at 1 Using the^c 
\u\ w li kiK \\ t^.t.hniqu<.s i person oi oKini ns >ki!i m ih<. nl 3s ibk to o\nim pntiLk sj/es loi 
in\ jnsolnllv JtiraUoloj^it illv Ktut lULrtdit-nt I Ik broad aud\ oi tLchnsqut.'- thu Wi. stbm 
thv. i>.p>.rtoUv. oi du\n uolouic foimulations tmbks them to puxhict. m'^oiubk dtnn nokvK d \ 
a«.ti\c ingicdi«.nts having almost <un particle size tliat might be dcbucd Peisoni* skilled m the art 
would simply select whichever of the wel^-kno^vn techniques for obtaining particle size was best 
suited to result in obtaining the desired size for the paiticulai" insoluble dermatologically active 
ingredient.." Gans Declaration, at If 15. 

Not only are various particle sizes able to be easily obtained by one of ordi nary skill in 
tlie art, given these known techniques, but '"Hie claims of tlie application specify certain particle 



size. Claim 34 calls for the particles to be up to about 300 microns. Claim 35 calls for the 
particles to be less than about 50 microns. ClaitB 5 calls for the particles to be in the range of 
from about 1 0 to about 1 50 microns. Ail of these paiticle sizes are easily obtained using tlie 
above mentioned techniqpies," Gans Declaration, at 1 17. 

As shown by the Gans declaration, it is clear that persons skilled in the art are highly 
familiar with insoluble, dermatologically active ingredients and obtaining various particle sizes 
for such active ingredients using well-known techniques. As stated by Dr. Gms, "Persons 
working in this field have long been familiar with insoluble particle deitnatology acti ve 
ingredients, and witli techniques for controlHng the size of these particles. However, the 
inventors and I were the fct to discover that the regulation of particle size and viscosity, as 
called for in the claims of this application, would enable an emulsion containing these 
ingredients to be reliably applied to a pad or cloth, and yet obtain excellent release of the 
insoluble particulate active ingredient to the skin." Gans Declaration, at f 19. The knowledge of 
one of ordinary skill in the art regarding insoluble, dermatologicaily active ingredients, as well as 
particle sizes, combined with the disclosiures in Applicant's specification of dermatologically 
active ingredients and particle size ranges is "sufficient to inform diose skilled in the relevant art 
how to both make and use the claimed invention." MPEP §2164. 

11. 3S use §112, second paragraph. 

A, ''Substantially Uniformiy" Is Definite. 

The Examiner argues tliat "substantially imiformly" is a term "not defined by the claim, 
the specification does not provide a standard of ^certaining the requisite degree, and one of 
ordinary skill in the art would not be reasonably apprised of the scope of the invention." Offke 
AcUon, page 6. However, the Examiner's conclusory statements are mistaken as "substantially 
uniformly" is a proper and definite term used in claim language. 

The Federal Circuit has endorsed the use of "substaiitially" in its decisions. According to 
the Federal Circuit, the use of the temi "substantially" is proper and definite when used in claim 

language. In discussing the term "'substantiaily equaL" the court states that "[sjuch usages, when 
sening to reasonably to describe the claimed subject matter to those of skil l in the field of the 
invention, and to distinguish the claimed subject matter from the prior art, have been accepted in 
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patent examination and upheld by the courts " AfiJrtwCorp. v. (rahricl tlccfronico, hic\. 847 
F.2d 8 1 9, S2 1 (Fed Cii 1 98S1 also M PFP 1 7^ 0^(b) Tti fact, hi a case addressing the ose 
of "subs{antiali> imifutmK ' ipsacticaiis idetinca' to \pplicanf s 'NubiitaattaiK unsronn ) ihe 
FedoraK'ucuu m / t-o/u/i (nj \ I maochem ioond tiut tiie "ianijiuige MihsiantialK 
laiiionn e\p!essl\ niodihes the tenn "alkaiifje de^teryeut" and is acxcpUihle chnm drafting 
practice. 264 V3d U^ii, 1366 (hed. ( it. 2001 ). As m Eio/aK "the «se of the term 
"substantially' to modify the tenn 'uniform' does not render this phrase so imclear such that there 
IS no mean^ b\ \\hich to asceitaui the clann scope ' h/ at I ^67 

In fact, patcnti ha\c been isjjued from the tnited States Patent Office C'USPIO") m 
which "substantially" was used in the claims, including in the specific phrase "substantially 
uniformly." For example, in IJ.S. Patent No. 7,452,356 (attached as Exhibit 2 to Request for 
Reconsideration dated April 7, 2010), the USPTO allowed the following claims: 

1 . A demiatologic treatment apparatus, comprising a light source providing pulses 
of light having an output fluence of 4-IOOJ/cm^ at a target area of a patient and 
having sufficient fluence to cause hair removal at the target area: and optica! 
apparatus for distributing light from the light source stihstantuilfy uiiiformfy 
across an input of a dif&jser wherein the diffuser diffuses the light sufficiently to 
cause the apparatus to be eye-safe during treatment while maintaining sufficient 
fluence to cause hair removal at the target area of a patient. 

14. The apparatus of claim 10 wherem the optical apparatus distributes the light 
substantially umformiy across the outlet 

2s 'i ho <!ppaiatus ot <\<ni\\ 2 \ \\ u'fCMi i\w opli^-rfl dppdiatus compiises a mixer 
foi distributing light substaniiaUy uniformly at the outlet 

28. A dermatologjc hair-rcgrowth-inhibiting apparatus, comprising a hght source 
comprising one or nuire laser diodes coufiautcd to psoduce puKcs of hght in a 
hau-icgioxslh-mhibittng pioceduic uherv'Mi tht pulses aic ol Mifficicni {lueflceto 
inhibit half -t eg! til tn a taigct aica ist a patieni a mixer, has iiig an outlet, for 
suhstimiiuUy uniformly thotiibi nA-j. hght from the hght ^ouit,o at-mss the outlet; a 
diiiusei disposed It) tei.e!^ e liyii* Lom tiie otuiet foi dillu^5ilg the light 
sufftcientH that the puKcs of hght esnttted fjom ati output of the djffuser are eye- 
safe at ail distances v,hde ietnaining ol suHlcietn Utteticc to inhibit hair-regrowth 
in the target area of the pattern aiid whciem the ma!oiit\ of the fluence of the 
hght pulses is wMhm a spectiai band of 500 nm to 1 100 ntii, the pulses ha%e a 
pulse duration bou\ eeu 10 nnlltsccoiKis and 1 second, and the fluence at the target 
area is between 4 J/cm" and 100 j/cm". 
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^ ! \ deiiuatoiugic < p\\ iakj<; loi rerun u j.h » l inpn .sag a di\etgt;at liL'hr 

la^t-M ciiodo emitters vind tontigured to ptodu>.o pu ot iighf t>ubstt^ntta!h \\ ithm 
tlie spevtu-ii band of '^OO nni to i 100 nm to effect han lesnovai m a us get <ttt;a of a 
patient tbo pubes ot Sight ]m\ nm a iluciice at the tatgct atca bctv\ecn 4 1 utr ,ind 
iOO J cm' aiid each pulse havmgd pulse duration between 10 miliiNctond'- and I 
second, a Tntxet. having an outlet, foi substantially uni/omih dtstubutiTig the 
light pulses across the outlet, and a buik transmissi%e diftuser dispo-^ed to lecene 
! it>ht f 5 oni the outlet, foi dif&srag the hght sufficiently that the pulses of light 
emitted horn an output of the diiYuser are eye-safe duntig a hair removal 
treatiBent, 
(emphmis added) 

Applicant has only cited one of the numerous issued patents that contain the word 
''sub«^ntiaUy," and specifically the phrase "substantialiy uiiifonnly" in the claims, ("leariy , ttie 
USPTO itself has recognized the proprie^' of the term "stibstaatialiy" in patent claims, and has 
issued patents using the term. 

Therefore, given the Federal Circuit's express endorsement of the use of "substantially" 
and particularly "substantially uniform," the use of "substantially unifomily" does not render the 
claims indefmite, 

B. *'Less Than About 50 Microns" and "Up To About 300 Microus*' Are 
Definite. 

The Examiner argues that "[t]he expression Mess than about 50 microns' as claimed by 
claims 4 and 35 is indethute because the term Mess than' requires sizes below 50 microns only. 

To the contrary, the term 'about' per.aiits sizes above 50 u-sicrons." The Examiner further argues 
"[t]he expression 'up to about 300 microns' as claimed by claim 34 is indetlnite because the term 
'up to' requires sizes below 300 microns only. I'o the contrary, the term 'about' permits sizes 
above 300 microns," OJf tee Action, page 6, 

The tenus ''less than about and ''up to about" are understood bv one of ordinary skill in 
the art a'> e\Kieaced m L S Patent \os f)4S o'^)'^ ({. hm\s 1 aod ? - le'-^ than akutt ) 
" 47" 9^8 {Clauu 10 - ^'Icss than about' ), 7 452 S47 (Ciauns j 2 11,13 and 14 ~ loss than 
about"); 7,628,997 (Ciaims I and 6 - "up to about"); 7,521 ,404 (Claims 1 , 15, 19, and 20 - "up to 
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about"); 7,300,669 (Ciaim 4 - "up to about"), attached as Exhibits 3, 4, 5, 6, 7, and 8 to Request 
for Reconsideratjon dated April 7, 201 0. 

Applicant notes that "less than" and "'up to" are upper lirartations (m the particle sizes and 
one of oidinary skill in the art would understand tiieir meaning. Further, the term "about" has 
been held to be definite. See MPEP § 2173.05(b). See aisa Canopco, Inc. v. May Deparimeni 
Stores Co., 784 F. Supp. 648, 670, 24 USPQ2dat 1735-36 (E.D. Mo. 1992) , rev'dmpatt af/W 
ifipar(, d rcmaiu/cd wifh msf ructions. 46 F M i5*;6, 32 USPQ^d 1225 (Fed Cir. 1994), cerf 
denied ^}4 1' iO'^S { i9<^)^} (^wfing "|u|se of ths. ^\^)ld about' in a ciaim is appiopnatc \\hcte 
the claun contains a tanuc ot components \Mth i^o absolute boundaucs Moreiner. reter^.'nce to 
the claims of United Slates Patent Ko 7.628,997 {attached heteto as \ xhtbit 6 to Request foi 
Recousideration dated April 7, 2010), demonstrates tliat use of the term "about" is acceptable 
when identifyjijg particle sizes. Claims I and 6 of U.S. Patent No. 7,628,997 states "In a metltod 
of preserving a perishable cosmetic preparation, the improvement comprising adding from 0.1 to 
25 percent by weight of bioactive glass particles mxh parfkies sizes (dsi)) up to about 10 pm to 
said perishable cosmetic preparation" and "'In a perishable cosmetic preparation, the 
improvement comprising including from 0.1 to 25 percent by weight of bioactive glass particles 
with particles sizes (dse) up to about tOfim in said perishable cosmetic preparation." (emphasis 
added) 

Applicant has only cited a few of the numerous issued patents which contain the terms 
'less than about" and "up to about" in the claims. Such common usage of these terms indicates 
that these terms are not ambiguous; rather, titese tenns are clearly understood by those in the art. 
.Accordingly, this rejection should be withdrawn. 
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CONCLliSION 



In view of tlie foregoing remarks, Applkaiit respectfully requests coiisidefation and 
allowance of the pending claims. Finally, Appiicam respectfiilly submits a request for a personal 
interview with the Hxamioer, in order to fether resolve any outstanding issues. 

Authorization of Deposit Account 

The Commissioner is hereby authorized to charge aiiy fees which may be required during 
the entire pendency of this application, or credit any overpayment, to Deposit Account No. 18- 
0586. This authori/.ation also hereby includes a request for any extensions of time of the 
appropriate lengdi required upon the filing of any reply during the entire pendency of this 
application, 

RespectflUly submitted, 
REED SMi m LLP 

/Jenny Papatolis Johnson/ 
William J. McNichol, Jr. 
Registration No. 3 1 , 1 79 
Maryeileu Feehery I iank 
Regismuion No. 44,677 
Jenny Papatolis Johnson 
Registration No. 61,284 
2500 One Liberty Place 
1650 Market Street 
Philadelphia. PA 19103-7301 
(215) 851-8244 
Attorneys for Applicant 
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